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DETAILED ACTION 

Information Disclosure Statement 

1. The listing of references in the specification is not a proper information disclosure statement. 37 
CFR 1.98(b) requires a list of all patents, publications, or other information submitted for consideration 
by the Office, and MPEP § 609.04(a) states, "the list may not be incorporated into the specification but 
must be submitted in a separate paper." Therefore, unless the references have been cited by the examiner 
on form PTO-892, they have not been considered. 

Churn Objections 

2. Claims 1-5 are objected to because of the following informalities: the term - - a - - should be 
inserted between the terms "wherein" and "distal" in line 3 of claim 1 ; the term - - a - - should be inserted 
between the terms "and" and "proximal" in line 4 of claim 1; the term - - said - - should be inserted 
between the terms "from" and "first" in line 3 of claim 2; the term "computer" in line 3 of claim 2 should 
be amended to read - - computing - -; the term - - a - - should be inserted between the terms "for" and 
"wavelength" in line 3 of claim 3; the term - - a - - should be inserted between the terms "monitoring" and 
"patient's" in line 1 of claims 4 and 5; the term - - the - - should be inserted between the terms 
"comprising" and "steps" in line 3 of claims 4 and 5; the term - - a - - should be inserted between the 
terms "Attaching" and "temperature" in line 4 of claim 4; the term - - a - - should be inserted between the 
terms "Measuring" and "temperature" in lines 9 and 10 of claim 4; the term - - a - - should be inserted 
between the terms "minimize" and "temperature" in line 1 1 of claim 4; the term - - a - - should be inserted 
between the terms "Computing" and "level" in line 13 of claim 4; the term "to" in line 4 of claim 5 should 
be replaced with the term "into"; the term - - a - - should be inserted between the terms "Measuring" and 
"surface" in line 8 of claim 5; the term - - a - - should be inserted between the terms "Measuring" and 
"temperature" in line 9 of claim 5; the term - - a - - should be inserted between the terms "minimize" and 
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"temperature" in line 10 of claim 5; the term - - a - - should be inserted between the terms "Computing" 
and "level" in line 12 of claim 5. Appropriate correction is required. 

Claim Rejections - 35 USC§ 112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

4. Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the invention. 
Claim 5 recites the limitation "said temperature sensor" in line 8. There is insufficient antecedent basis 
for this limitation in the claim. 

Claim Rejections - 35 USC§ 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

6. Claims 1-3 are rejected under 35 U.S.C. 101 because the claimed invention is directed to non- 
statutory subject matter. Claim 1 improperly recites human tissue as part of the claimed invention in the 
phrase "said housing extension is inserted into the patient ear". It is suggested that Applicant amend the 
claim to include the phrase "adapted to be inserted" or "capable of being inserted" in order to remove 
human tissue as part of the claimed invention. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

8. Claims 1 and 2 are rejected under 35 U.S.C. 102(b) as being anticipated by Schulze et al.'692 
(USPN 5,673,692). 

Figures 2 and 10 of Schulze et al.'692 disclose a system for detecting photo-plethysmographic 
signals from a patient ear canal, the system comprising: a sensor's housing (col. 7, lines 7-12); a first and 
second light emitting source operating at different wavelengths and a light detector (col. 4, lines 3-8), 
wherein a distal end of a housing extension is capable of being inserted into the patient's ear and a 
proximal side of the extension is optically coupled to the light emitting sources and light detector (see 
description of Figures 2 and 10). Schulze et al.'692 also discloses that the system comprises a processor 
for computing arterial blood oxygen saturation levels (col. 4, lines 45-49). Schulze et al.'692 further 
discloses a temperature sensor on the distal portion of the housing, wherein the temperature sensor is 
configured to measure a patient's core body temperature (col. 3, lines 37-45). Schulze et al.'692 discloses 
that the light emitting sources and temperature sensor are placed within an ear plug to be placed within 
the patient ear canal (col. 4, lines 9-15). 

9. Claims 1-3 are rejected under 35 U.S.C. 102(e) as being anticipated by Schulze et al.'852 (USPN 
6,556,852). 

Schulze et al.'852 discloses a system for detecting photo-plethysmographic signals from a patient 
ear canal, the system comprising: a sensor's housing (the earmold probe discussed in col. 8, lines 48-51); 
a first and second light emitting source operating at different wavelengths and a light detector (col. 4, 
lines 3-8), wherein a distal end of a transparent housing extension (earmold insert) is capable of being 
inserted into the patient's ear and a proximal side of the extension is optically coupled to the light emitting 
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sources and light detector (see description of Figure 1 and col. 8, lines 51-53). Schulze et al.'852 also 
discloses that the system comprises a processor for computing arterial blood oxygen saturation levels (see 
description of Figure 5 and col. 2, lines 49-54). 

Claim Rejections - 35 USC§ 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. Claims 4 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over Schulze et al.'692, 
further in view of Fraden et al.'405 (USPN 6,773,405). 

Schulze et al.'692 discloses a method for monitoring a patient's arterial blood oxygenation and 
core body temperature by an ear probe consisting of a housing, ear plug, two light emitting devices, one 
light detecting device and a temperature detector (see paragraph 8 above), the method comprising the 
steps of: attaching a temperature sensor to a flexible ear plug, inserting the ear plug into the patient's ear 
canal, alternatively transmitting two wavelengths of light to the ear canal and measuring the reflected 
light, measuring a temperature of the ear plug with the temperature sensor, computing a level of blood 
oxygenation from signals received from the light detecting device and computing the patient core 
temperature (col. 3, lines 37-45 and col. 4, line 9 - col. 5, line 24). Schulze et al.'692 discloses all the 
elements of the current invention, as discussed above, except for the method comprising measuring a 
temperature of the ear probe, generating heat with a heater to minimize a temperature difference and 
computing a patient core temperature from signals received from temperature sensors. Fraden et al.'405 
teaches compensating for a heat lost from the ear canal to the environment with the use of an external 
temperature sensor and heating element on an ear probe by measuring a temperature of the ear probe with 
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the external temperature sensor and generating heat with a heater to minimize a temperature difference 
between the internally measured temperature and the externally measured temperature in order to negate a 
temperature gradient across the plug and produce a patient core body temperature measurement with high 
accuracy (see ABSTRACT and col. 2, lines 8-41). It would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify the method of Schulze et al.'692 to include measuring a 
temperature of the ear probe with a temperature detector and generating heat by a heater to minimize a 
temperature difference, as taught by Fraden et al.'405, since it would produce more accurate patient core 
body temperature measurements. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to applicant's disclosure. 
Beaumont'034 (US Pub No. 2005/0177034) discloses an ear canal sensing device capable of non- 
invasively monitoring physiological factors of a patient. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to ETSUB D. BERHANU whose telephone number is (571)272-6563. The examiner can 
normally be reached on Monday - Friday (7:00 - 3:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Brian 
Casler can be reached on (571)272-4956. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 



/Eric F Winakur/ 

Primary Examiner, Art Unit 3768 



